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[Client logo]                                            Material Management Procedure

1 Purpose

This procedure describes the procedures for the management of material in use in the facility. 

This procedure applies only to the purchase and supply of critical material, receipt and management of defective critical material. The management of material within a laboratory area will be described in individual Laboratory procedures. 
This procedure applies to all employees of the facility who have been trained to the procedure, and have demonstrated competency.
2 References \ Definitions
2.1 References
Insert list of referenced documents here

2.2 Definitions

Insert list of referenced terms and acronyms here

3 Flow-chart of process  

























4 New Material

4.1 Identify if critical, or non-critical

The document Guidelines for the classification of critical material may be used to assist with the classification of material as either critical, or non-critical.

	 Step
	Description

	1
	If the material is..........
then..........
Non-critical

Refer to the Receipt of Goods Procedure.

Critical

Follow this procedure




4.2 Validate Material

Critical material must be suitable for its’ intended purpose and may need to be validated to prove that any material, used in manufacture, or control of manufacture, can and will reliably achieve the specified results. The extent of the validation is dependent upon the properties of the material and its’ use in the manufacturing process.
	Step
	Description

	1
	Conduct evaluation of material to determine suitability. If material is found to be suitable for its’ intended purpose, proceed to step 2.

	2
	Develop and document control the Validation Protocol as per the Validation SOP

	3
	Conduct the validation 

	4
	Submit the Validation Report to QM, or delegate and the PM, for approval.


4.3 Approve Supplier
	 Step
	Description

	1
	Complete a Supplier Approval Form.



	2
	Attach documentation according to the instructions in the form and submit the form to the QM, or QO for approval.

	3
	Assess Supplier suitability - approved by QM, or QO

	4
	Enter details of material on to Critical Material Register. Critical Material Register is only accessible to Quality staff.

	5
	Establish contract with the supplier.


4.4 Establish Contract to supply

There must be an agreed contract to supply in place where failure to supply would have a negative impact on the manufacturing process.
	Step
	Description



	1
	Hold a meeting with the; 

· Supplier of the materiel

· Production Manager

· Quality Manager

· Other relevant stakeholders , eg Laboratory Supervisor

	2
	Document meeting outcomes

	3
	Establish contract as per the Contract Management Procedure.


4.5 Prepare Material Specification
Where a new material has been identified as ‘critical’, a Material Specification must be created using the Material Specification template. 

Material Specifications provide a measure of traceability to the management of critical material.
	Step
	Description

	1
	Create Material Specification.

When preparing the Material Specification some of the things to consider are;

· Manufacturer’s recommendations for transport & storage

· Impact on product and if a pre-acceptance test is indicated

· Manufacture documentation required for receipt of goods.

· Is a pre-acceptance testing procedure required.
· Actions to be taken if material does not meet the acceptance criteria

	2
	Review the specification prior to approval of the Material Specification. Review is to be conducted in consultation with the Supplier.

Document the outcome of the review and retain on file.

	3
	Document control the Material Specification.


5 Supply of Material

5.1 Purchase Material
Critical material may only be ordered from suppliers that have been approved by the QM / QO.
	Step
	Description



	1
	Complete purchase order

	2
	Authorise purchase order

	3
	Forward authorised purchase order to Administration Management.

	4
	Order material as per purchase order.

	5
	If..........
then..........
There has been a change of supplier for an item of critical material, or service

Complete section C of a Supplier Approval form and submit to Quality.
Quality staff: update the Critical Material Register. The previous supplier’s approval form is to be transferred to the Inactive Supplier Folder and the approval status on the Critical Material Register is to be changed to ‘Inactive’.




5.2 Receive & Inspect Material

Make sure that you have the correct and latest version of the Material Specification. 
Critical material which must be stored in temperature controlled conditions must not be left on the bench in the Goods Receipt area, but must be immediately placed in to storage according to the instructions on the Material Specification. 

Status Labels must be stored in a secure environment, accessible only to authorised staff. Status Labels must not be used if the expiry date has been exceeded.
	Step
	Description

	1
	Complete the Material Specification as instructed.


5.3 Store material
Critical material must be within its expiry date at the time of use; therefore stocks must be checked and rotated to ensure that oldest stock is used first.
	Step
	Description

	1
	Store the material according to the instructions in the Material Specification

	2
	Store all quarantined material in the appropriate labelled quarantine area. 


6 Defective Material

Defective material is material which is not suitable for its intended purpose, and which, if used, could adversely affect the final product.

Material can be found to be defective for many reasons. Some examples are listed below;

	If..........
	then cause may be due to..........

	Defect found at receipt
	Material not transported according to manufacturer’s instructions, or expiry date has been exceeded.

	Qualification fails
	Manufacturing defect, or test method failure

	Defect occurs during storage
	Air-conditioning failure, power-outage, or equipment failure (fridge or freezer)

	Defect occurs post release
	Material contamination during use




	Area
	Description



	Defective material identified on site
	If..........

then..........

Defect found at receipt
· Apply Reject Label

· Place in to Quarantine area.

· Complete sections 1 and 2 of Defect Report Form and submit to QM, or delegate, who will advise regarding disposition of material.
Defect found post receipt

· Apply Reject Label

· Place in to Quarantine area

· Complete sections 1 and 2 of Defect Report Form and submit to QM, or delegate, who will advise regarding disposition of material.

· Initiate CAPA form (Corrective Action, Preventative Action)



	
	Section E of the Material Specification is to be completed by the QM, or delegate.

	Defective material notification from Supplier
	Any communication from a supplier regarding defective material supplied to the CT Facility is to be immediately provided to the QM or delegate.

· Initiate MDR and record defect on Material Defect Register.

· Initiate a CAPA and convene a meeting to determine required actions.
· Perform Risk Assessment to determine recall actions.
· Complete MDR and update Material Defect Register.

· Complete all actions and close CAPA.
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